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§522.1315 Maropitant.

(a) Specifications. Each milliliter of
solution contains 10 milligrams (mg)
maropitant as maropitant citrate.

(b) Sponsor. See No. 000069 in
§510.600(c) of this chapter.

(c) Conditions of wuse—(1) Dogs—()
Amount. Administer 1.0 mg per Kkilo-
gram (mg/kg) of body weight by sub-
cutaneous injection once daily for up
to b consecutive days.

(ii) Indications for use. For the pre-
vention and treatment of acute vom-
iting.

(iii) Limitations. Federal law restricts
this drug to use by or on the order of a
licensed veterinarian.

(2) Cats—(i) Amount. Administer 1.0
mg/kg of body weight by subcutaneous
injection once daily for up to 5 con-
secutive days.

(i1) Indications for use. For the treat-
ment of vomiting.

(iii) Limitations. Federal law restricts
this drug to use by or on the order of a
licensed veterinarian.

[72 FR 9243, Mar. 1, 2007, as amended at 77 FR
39391, July 3, 2012]

§522.1335 Medetomidine
chloride injection.

(a) Specifications. Each milliliter of
sterile aqueous solution contains 1.0
milligram of medetomidine hydro-
chloride.

(b) Sponsor. See 052483 in §510.600(c) of
this chapter.

(c) Conditions of use—(1) Amount. 750
micrograms intravenously (IV) or 1,000
micrograms intramuscularly per
square meter of body surface. The IV
route is more efficacious for dental
care.

(2) Indications for use. As a sedative
and analgesic in dogs over 12 weeks of
age to facilitate clinical examinations,
clinical procedures, minor surgical pro-
cedures not requiring muscle relax-
ation, and minor dental procedures not
requiring intubation. The intravenous
route of administration is more effica-
cious for dental care.

(3) Limitations. Do not use in dogs
with cardiac disease, respiratory dis-
orders, liver or kidney diseases, dogs in
shock, dogs which are severly debili-
tated, or dogs which are stressed due to
extreme heat, cold, or fatigue. Allow
agitated dogs to rest quietly before ad-
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ministration. Do not repeat dosing in
dogs not responding satisfactorily to
treatment. Do not use in breeding or
pregnant animals. Federal law restricts
this drug to use by or on the order of a
licensed veterinarian.

[61 FR 21075, May 9, 1996]

§522.1350 Melatonin implant.

(a) Specifications. The drug is a sili-
cone rubber elastomer implant con-
taining 2.7 milligrams of melatonin.

(b) Sponsor. See No. 053923 in
§510.600(c) of this chapter.

(c) Conditions of use—(1) Amount. One
implant per mink.

(2) Indications for use. For use in
healthy male and female kit and adult
female mink (Mustela vison) to accel-
erate the fur priming cycle.

(3) Limitations. For subcutaneous im-
plantation in mink only. Do not im-
plant potential breeding stock. Do not
use in food-producing animals.

[59 FR 37422, July 22, 1994]

§522.1362 Melarsomine
dihydrochloride for injection.

(a) Specifications. The drug consists of
a vial of lyophilized powder containing
50 milligrams of melarsomine
dihydrochloride which is reconstituted
with the provided 2 milliliters of ster-
ile water for injection.

(b) Sponsor. See No. 050604 in
§510.600(c) of this chapter.

(c) Conditions of use—(1) Amount. For
asymptomatic to moderate (class 1 to
class 2) heartworm disease: 2.5 milli-
grams per kilogram of body weight (1.1
milligram per pound) twice, 24 hours
apart. The series can be repeated in 4
months depending on the response to
the first treatment and the condition,
age, and use of the dog. For severe
(class 3) heartworm disease: Single in-
jection of 2.5 milligrams per kilogram
followed, approximately 1 month later,
by 2.5 milligrams per kilogram admin-
istered twice, 24 hours apart.

(2) Indications. Treatment of sta-
bilized, class 1, 2, and 3 heartworm dis-
ease (asymptomatic to mild, moderate,
and severe, respectively) caused by im-
mature (4 month-old, stage Ls) to ma-
ture adult infections of Dirofilaria
immitis in dogs.
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(3) Limitations. Administer only by
deep intramuscular injection in the
lumbar muscles (Ls;-Ls). Use a 23 gauge
1 inch needle for dogs less than or
equal to 10 kilograms (22 pounds) and a
22 gauge 1% inch needle for dogs great-
er than 10 kilograms (22 pounds). Use
alternate sides with each administra-
tion. The drug is contraindicated in
dogs with class 4 (very severe) heart-
worm disease (Caval Sydrome). Not for
use in breeding animals and lactating
or pregnant bitches. Federal law re-
stricts this drug to use by or on the
order of a licensed veterinarian.

[60 FR 49340, Sept. 25, 1995]

§522.1367 Meloxicam.

(a) Specifications. Each milliliter of
solution contains 5.0 milligrams (mg)
meloxicam.

(b) Sponsor. See Nos. 000010, 016729,
and 055529 in §510.600(c) of this chapter.

(c) Conditions of wuse—(1) Dogs—(i)
Amount. Administer 0.09 mg per pound
(mg/1b) body weight (0.2 mg per Kilo-
gram (mg/kg)) by intravenous or sub-
cutaneous injection on the first day of
treatment. For treatment after day 1,
administer meloxicam suspension oral-
ly at 0.045 mg/lb (0.1 mg/kg) body
weight once daily as in §520.1350(c) of
this chapter.

(ii) Indications for use. For the control
of pain and inflammation associated
with osteoarthritis.

(iii) Limitations. Federal law restricts
this drug to use by or on the order of a
licensed veterinarian.

(2) Cats—(i) Amount. Administer 0.14
mg/1b (0.3 mg/kg) body weight as a sin-
gle, one-time subcutaneous injection.

(ii) Indications for use. For the control
of postoperative pain and inflamma-
tion associated with orthopedic sur-
gery, ovariohysterectomy, and castra-
tion when administered prior to sur-
gery.

(iii) Limitations. Federal law restricts
this drug to use by or on the order of a
licensed veterinarian.

[68 FR 68724, Dec. 10, 2003, as amended at 69
FR 69523, Nov. 30, 2004; 78 FR 5715, Jan. 28,
2013]

21 CFR Ch. | (4-1-13 Edition)

§522.1372 Mepivacaine.

(a) Specifications. Each milliliter
(mL) of solution contains 20 milligrams
mepivacaine hydrochloride.

(b) Sponsor. See No.
§510.600(c) of this chapter.

(c) Conditions of use in horses—(1)
Amount. For nerve block, 3 to 5 mL; for
epidural anesthesia, 5 to 20 mlL; for
intra-articular anesthesia, 10 to 15 mL;
for infiltration, as required; for anes-
thesia of the laryngeal mucosa prior to
ventriculectomy, by topical spray, 25
to 40 mL, by infiltration, 20 to 50 mL.

(2) Indications for use. For use as a
local anesthetic for infiltration, nerve
block, intra-articular and epidural an-
esthesia, and topical and/or infiltration
anesthesia of the laryngeal mucosa
prior to ventriculectomy.

(3) Limitations. Not for use in horses
intended for human consumption. Fed-
eral law restricts this drug to use by or
on the order of a licensed veterinarian.

000009 in

[71 FR 39547, July 13, 2006]

§522.1380 Methocarbamol injection.

(a) Specifications. The product is a
sterile, pyrogen-free solution, each
milliliter containing 100 milligrams of
methocarbamol, 0.5 milliliter of poly-
ethylene glycol 300, and water for in-
jection q.s. Its pH is 3.5 to 6.0.

(b) Sponsor. See No.
§510.600(c) of this chapter.

(c) Conditions of use—(1) Amount—()
Dogs and cats. 20 milligrams per pound
of body weight for moderate condi-
tions, 25 to 100 milligrams per pound of
body weight for severe conditions (tet-
anus and strychnine poisoning), total
cumulative dose not to exceed 150 mil-
ligrams per pound of body weight.

(ii) Horses. 2 to 10 milligrams per
pound of body weight for moderate con-
ditions, 10 to 25 milligrams per pound
of body weight for severe conditions
(tetanus), additional amounts may be
needed to relieve residual effects and
to prevent recurrence of symptoms.

(2) Indications for use. As an adjunct
for treating acute inflammatory and
traumatic conditions of the skeletal
muscles and to reduce muscular
spasms.

(3) Limitations. For intravenous use
only. For dogs, administer rapidly half
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